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that could benefit from improvement. If you would like to have such a meeting with us,
call the Regulatory Project Manager for this application.

If you have any questions, contact Jennifer Lee, Senior Regulatory Health Project
Manager, at (240) 402-4622.

Sincerely,
{See appended electronic signature page}

Marc R. Theoret, MD

Deputy Director (Acting)

Office of Oncologic Diseases

Center for Drug Evaluation and Research
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